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9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 09 October 2001 is/are: aM accepted or b)Q objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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1 1 )□ The oath or declaration is objected to by the Examiner. Ni 
Priority under 35 U.S.C. §§119 and 1 20 
12)13 Acknowledgment is made of a claim for foreign priority ur 
a)0 All b)D Some*c)|3 None of: 

1 M Certified copies of the priority documents have bee 

2. Q Certified copies of the priority documents have bee 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

for a list of the certified copies not received, 
m for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 
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37 CFR 1.78. 
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1 . Claim 32 is objected to under 37 CFR 1 .75(c) as being in improper form because a 
multiple dependent claim 32 should refer to other claims in the alternative only. See MPEP 
§ 608.01(n). Accordingly, the claim 32 has not been further treated on the merits. 

2. Claims 1-4, 18-19 and 42 are rejected under 35 U.S.C. 102(b) as being anticipated by 
U.S. Patent No. 5,616,248 (hereinafter referred to as Schal). Schal teaches method for preparing 
dialysis fluid comprising circulating water in a preparation circuit (4) at a flow rate, injecting into 
the preparation conduit (16a) at a flow rate a first concentrated solution (14a) comprising sodium 
and potassium at first concentration, injecting into the preparation conduit (5) at a flow rate a 
second basic concentrated solution containing sodium and regulating the injection flow rates of 
first and second concentration via pumps (15a) to form dialysis fluid of desired concentration of 
sodium and potassium wherein the flow rates are varied to vary the concentration of sodium or 
potassium over the course of time wherein potassium concentration decreases from 4 to 1 mmol/1 
or holding the sum of flow rates constant by a fixed ratio such that concentration of sodium is 
held constant (see figure 6; col. 7, lines 8-12, 26-29; col. 8, lines 1-9; col. 9, line 15 - col. 10, 
line 49; col. 13, lines 45-52; col. 14, line 3 - col. 16, line 15). 

3. Claims 20-25 and 41 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 5,616,248 (hereinafter referred to as Schal). Schal teaches method for preparing 
dialysis fluid comprising circulating water in a preparation circuit (4) at a flow rate, injecting into 
the preparation conduit (5) at a flow rate a concentrated solution containing sodium and injecting 
into the preparation conduit (16a) at a flow rate a first concentrated solution (14a) of sodium and 
potassium at first concentration and injecting into the conduit (16b) a second concentrated 
solution (14c2) of sodium and potassium at second concentration different than the first 
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concentration and regulating the injection flow rates of first and second concentration via pumps 
(15cl, 15c2) to form dialysis fluid of desired concentration of sodium and potassium wherein the 
flow rates are varied to vary the concentration of sodium or potassium over the course of time 
wherein potassium concentration decreases from 4 to 1 mmol/1 or holding the sum of flow rates 
constant such that concentration of sodium is held constant (see figure 6; col. 15, line 1 - col. 6, 
line 15). Claims 20-25 and 41 essentially differ from the method and solutions of Schal in 
reciting that the two concentration solutions being identical to each other except that the 
concentration of the second ionic substance B differs from the one solution to the other. Schal 
teaches that profiling of sodium and potassium is varied by regulating the flow of two different 
individual concentrates (see col. 15, line 26 - col. 16, line 15). Individual concentrates are used 
to supplement sodium, potassium, calcium and magnesium and also glucose in various 
concentration range to the basic dialysis fluid to its final composition of dialysis fluid, 
individually adapted to the patient (see col. 6, lines 38-53; col. 15, lines 1-13). Providing two 
individual concentrates having only different concentration of second ionic substance such as 
potassium would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to make up the final composition of dialysis fluid individually adapted to the 
patient. 

4. Claim 43 is rejected under 35 U.S.C. 103(a) as being unpatentable over WO 95/08299 
(hereinafter referred to as WO '299) in view of Schal. WO '299 teaches a liquid mixing 
assembly for mixing at least two liquids including a container divided into two separate 
compartments (4a, 4b) in side-by-side relation wherein each compartment contains one of 
dialysis liquids (see abstract; figure 1). Schal teaches dialysis fluid preparing concentrates 
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comprising a first concentrated solution (14cl) of sodium and potassium at first concentration 
and a second concentrated solution (14c2) of sodium and potassium at second concentration 
different than the first concentration and basic concentrate having zero potassium concentration 
(see col. 8, lines 1-9; col. 15, line 51 - col. 16, line 15). It would have been obvious to a person 
of ordinary skill in the art to contain two concentrates of Schal in the each compartment of the 
container of WO '299 for facilitating the process of mixing and preparing desired dialysis fluid. 

5 . Claims 26-3 1 and 3 3 -40 are allowed. 

6. Applicant's arguments with respect to claims 1-4 and 18-43 have been considered but are 
moot in view of the new ground(s) of rejection. 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
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8. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. U.S. Patent No. 5,244,568 and 5,567,320 and 5,346,472 and 4,923,613 and 5,578,223 
and 6,635026 teach dialysis fluid preparation method. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John Kim whose telephone number is (571) 272-1 142. The 
examiner can normally be reached on weekdays from 7:00 AM - 3:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Wanda Walker, can be reached on (571) 272-1 151. The fax phone number for 
official response is (703) 872-9306. 

When sending a draft amendment by fax, please mark the paper as "DRAFT"; otherwise, 
mark the paper "OFFICIAL". This will expedite the processing of the paper. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0651. 
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